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DETAILED ACTION 

Re: Denney D 

1 . The amendment filed 8/1/2005 is acknowledged and entered into the record. 
Accordingly, claims 1-34 are canceled without prejudice or disclaimer. 

2. Claims 35-39 are pending and examined on the merits. 

3. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Information Disclosure Statement 

4. The Information Disclosure Statement filed 8/1/05 is acknowledged and 
considered. A signed copy of the IDS is attached hereto. 

Claim Rejections Maintained - 35 (JSC § 112, 1 st paragraph 

5. The rejection of claims 35^39 under 35 USC § 1 12,1 st paragraph is maintained 
for the reasons of record. Applicant argues that the instant invention is enabled. 
Specifically applicant argues that based on the credible utility of the claimed invention, 
the instant invention also has an enabling disclosure for the claimed invention. 
Applicant's arguments have been carefully considered but are not deemed persuasive 
to overcome the rejection of record. 

Although applicant's amendments and arguments with regard to the utility 
rejection are deemed persuasive, the claims as currently amended have changed the 
scope of the invention. As such, the newly amended claims lack an enabling disclosure 
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because the specification has not provided any predictable use for the claimed method. 
Specifically, the specification indicates that the intended use of the claimed method is 
for the production of custom compositions for the treatment of B-cell lymphoma by 
eliciting a response to autologous tumor derived Ig or Ig sub-fragments isolated from the 
subjects B-cell lymphoma (see page 53 for example). The specification although 
provides sufficient guidance with regard to the production of multivalent vaccines (see 
examples section) fails to provide sufficient guidance for the use of the multivalent 
composition following the successful production of said composition. It appears that the 
composition made by the claimed method of the instant invention is intended to elicit the 
anti-idiotypic network for the elicitation of an anti-tumor response. However, it is well 
established in the art that the generation of effective anti-idiotypic antibodies that are 
capable of acting as antigenic images is rather unpredictable. 

The art teaches that the process of generating internal image anti-idiotype 
antibodies are well known to those of skill in the art and can result in the production of 
internal image antibodies that mimic the immunological properties of the initial antigen 
(i.e., tumor antigen or infectious agent). For support, see Raychaudhuri S., U.S. Patent 
5,270,202, bridging paragraph of columns 2-3). Wu, X-R (U.S. Patent 6,632,431 B2) 
teaches the three types of anti-idiotypic antibodies, alpha (Ab 2 oc), beta (Ab 2 p) and 
epsilon (Ab 2 e) and only Ab 2 p, which binds to the CDR can be an internal image of the 
antigen and has been proposed to be paratropic and to mimic the molecular features of 
the original antigen (see column 3, lines 44-58). Raychaudhuri S. acknowledges that 
the successful production of anti-idiotypic antibodies is an unpredictable endeavor (see 
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column 3, lines 35-54). "In short, the discovery of therapeutically useful anti-idiotypic 
antibodies is as much art as science" (see column 3, lines 49-51). Chatterjee et al (U.S. 
Patent 6,235,280 B1) teach that not all anti-idiotype antibodies can be used in 
therapeutic regimens against tumors. First, only a fraction of antibodies raised against 
an Ab1 (anti-antigen antibody) are limited in their reactivity to the paratope of Ab1 (i.e., 
are non-reactive against features shared with other potential antibodies in the host). 
Second, anti-idiotype antibodies are not necessarily immunogenic. Third, only a fraction 
of the immunogenic anti-idiotypes elicit an antigen-specific immune response. Further, 
anti-idiotype therapy with respect to tumor origin and antigens expressed should be 
evaluated on a case-by-case basis since different cancers have widely varying 
molecular and clinical characteristics (see column 2, lines 39-53). 

The specification of the instant invention fails to provide one of skill in the art with 
any reasonable guidance commensurate in scope to the claimed method of making the 
multivalent composition that can be predictably used for the generation of an anti-tumor 
response. Starting at example 10 of the specification, (page 88), the guidance provided 
appears to be prophetic embodiments of the use of the multivalent composition. 
However, this information is not deemed sufficient to enable the use of the multivalent 
compositon in an unpredictable art. As such, applicants have provided insufficient 
evidence or nexus that would lead the skilled artisan to predict or expect the multivalent 
composition to be capable of being used as an anti-tumor composition as intended. 

Therefore, in view of the lack of guidance in the specification and in view of the 
discussion above one of skill in the art would be required to perform undue 



Application/Control Number: 09/925,192 Page 5 

Art Unit: 1643 

experimentation in order to practice the claimed invention. Thus the rejection under 35 
USC 112, 1 st paragraph is maintained. 



Conclusion 

No claim is allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher H. Yaen whose telephone number is 571- 
272-0838. The examiner can normally be reached on Monday-Friday 9-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms, Ph.D. can be reached on 571-272-0832. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Christopher Yaen 

Art unit 1643 yl? 
October 13, 2005 ^^^^ 
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